Application
Number

NDA 203188
BLA 125326

NDA 205755
NDA 206545
NDA 205552
NDA 22291

BLA 125514
NDA 205834

NDA 205832
NDA 22535

CY 2014 CDER Breakthrough Therapy Calendar Year Approvals

Submission
Type and
Number

SUPPLEMENT-4
SUPPLEMENT-60

ORIGINAL-1
ORIGINAL-1
SUPPLEMENT-1
SUPPLEMENT-12

ORIGINAL-1
ORIGINAL-1

ORIGINAL-1
ORIGINAL-1

Proprietary Name

KALYDECO

ARZERRA

ZYKADIA
ZYDELIG
IMBRUVICA
PROMACTA

KEYTRUDA
HARVONI

OFEV
ESBRIET

Data as of October 17, 2014

Established Name Applicant
VERTEX PHARMACEUTICALS
IVACAFTOR INC

GLAXO GROUP LIMITED D/B/A
GLAXOSMITHKLINE
NOVARTIS PHARMACEUTICALS

CERITINIB CORP

OFATUMUMAB

IDELALISIB GILEAD SCIENCES INC
IBRUTINIB PHARMACYCLICS INC
ELTROMBOPAG GLAXOSMITHKLINE

MERCK SHARP & DOHME
PEMBROLIZUMAB CORP.

GILEAD SCIENCES INC
BOEHRINGER INGELHEIM
PHARMACEUTICALS INC

INTERMUNE INC

LEDIPASVIR/SOFOSBUVIR

NINTEDANIB
PIRFENIDONE

Approval Date

21-Feb-2014
17-Apr-2014

29-Apr-2014
23-Jul-2014
28-Jul-2014
26-Aug-2014

04-Sep-2014
10-Oct-2014

15-Oct-2014
15-Oct-2014



